Standards for Reporting Adverse Events Following Immunizations (AEFI) in New
Brunswick

Purpose: To provide updated standards for all those who administer vaccines (public or
private) and care for clients who may have experienced an AEFI, ensuring compliance
with current national and provincial regulations.

Preamble: An AEFI is any untoward medical occurrence in a vaccinee that follows
immunization but does not necessarily have a causal relationship with the administration
of the vaccine. The adverse event may be an unexpected or undesirable sign, an
abnormal laboratory result, a symptom, or a disease. Reporting AEFIs is crucial for public
confidence in vaccine safety and is legally mandated for all healthcare professionals in
New Brunswick under the Reporting and Diseases Requlation 2009-136.

Standards:
1. Reporting Responsibilities:

e All healthcare providers administering vaccines or caring for patients who have
experienced an AEFI must comply with the mandatory reporting requirements as
per Section 68 of the_Reporting and Disease Regulations — 2009-136 under the
New-Brunswick Public Health Act. Non-compliance may result in penalties as
defined by provincial legislation.

e Complete the report by using the standardized AEFI Reporting Form located in the
New-Brunswick Immunization Program Guide (NBIPG).

e Submit the report to the Regional Medical Officer of Health (RMOH) adhering to
the procedures and timelines outlined in the following corresponding NBIPG policy:
Reporting of Adverse Events Following Immunizations in New-Brunswick.

e Follow-up reporting is completed by using the same AEFI Reporting Form and in
order to provide updates on patient outcomes and any additional investigations or
treatments.

e Data on serious AEFIs must be shared with the Public Health Agency of Canada
(PHAC) within 15 days by a Senior Program Advisor from the Public Health Branch
of the Department of Health, to ensure national surveillance and safety monitoring.

2. Criteria for Reporting:

e Utilize the Data Dictionary in the NBIPG for helpful instructions on completion of
the AEFI form.

e Utilize the Summary of AEFI Reporting Criteria document as a guide for detailed
temporal criteria, adverse event descriptions and any contributing factors.
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https://www.canlii.org/en/nb/laws/regu/nb-reg-2009-136/latest/nb-reg-2009-136.html
https://www.canlii.org/en/nb/laws/regu/nb-reg-2009-136/latest/nb-reg-2009-136.html
https://www2.gnb.ca/content/dam/gnb/Departments/h-s/pdf/en/CDC/Epidemiology/NBAEFIFormE.pdf?random=1718888995737
https://www2.gnb.ca/content/gnb/en/departments/ocmoh/for_healthprofessionals/cdc/NBImmunizationGuide.html
https://www2.gnb.ca/content/dam/gnb/Departments/h-s/pdf/en/CDC/HealthProfessionals/NBIPG-standard3-8-e.pdf?random=1718888995737
https://www2.gnb.ca/content/dam/gnb/Departments/h-s/pdf/en/CDC/Epidemiology/NBAEFIFormE.pdf?random=1718888995737
https://www2.gnb.ca/content/dam/gnb/Departments/h-s/pdf/en/CDC/HealthProfessionals/NBIPG-appendice4-8-e.pdf?random=1718888995737
https://www2.gnb.ca/content/dam/gnb/Departments/h-s/pdf/en/CDC/HealthProfessionals/NBIPG-appendice5-0-e.pdf?random=1718888995737
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